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Protective 
t w/w Barciec 
Bloadheelve Reservoic Membcane 
Layer, Layer Layer 

(4 ails) (1 nil) (1 nil) 



Pplyethylene oxide 60.0 
homopolyner (Union 
Carblde-Polyox* WSR-301] 

Hydroxypcopyl Cellulose 30.0 
(Hercules, Inc.-Klueel* MF) 

Polyetbylene (Allied 
CheBieal-6A) (Low Density) 5.0 

Propylene Glycol. U.S. P. 3.0 

Polyethylene Glycol 2.0 
400 (Union Carbide) 

Ethyl Cellulose (Hercules. 
Ine.-MIOOF) 

Caprylie/Capric 

Triglyceride (PVO Ineorporated- 



Sodiua Fluoride, U.S. P. 



a) Powder Blandinp - Each layer is made separately and all Ingredients used tlierein 
glycol and Neobee M-S (liquid plasticizers) are placed In a Patterson KeDey (PK) V- 
with liquid addition capabilities. The Ingredients wtilch are all powders are blended tor 



:R ADHESIVE FUM CONTAINING HYDROCORTISON ACETATE (O.S%) AS AN 
The composition of the film, which was 0.1 mm. thick, was as follows: 



Ethylene Oxide Homopolymec 
(Polyox* WSR-301) 

Hydcoxypcopyl Cellulose 
(Klucel* HF) 

Polyethylene (AC-6A} 

Propylene Glycol 

Polyethylene Glycol 400 

Butylated Hydroxy Toluene (BHt) 
FCC (preservative) 
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EXAMPLES - SINGLE LAYER ADHESIVE FILM CONTAINING TRIAMCINOLONE ACETONIDE (0.1%) AS 
AN ANTI-INFLAMMATORY: 

The composition of the film, which was 0.1 mm. thick, was as follows: 



Ingredients % ^/a 

Ethylene Oxide Bomopolynec 59,9 
(Polyox WSK-301) 

Hydtoxyptopyl Cellulose 29.9 
(Klttcel KF) 

Polyethylene (AC-6A) S.O 

Pcepylene Olyeol 3.0 

Polyetbylene Glycol 400 2.0 




(analgesic). Potassium nitrate (analgesic), Silver suifadiazene (antimicrobial). 

Chloihexidlne (antimicrobial), miconazoio nitrate (antifungal), Banzethonlum chloride (antimicrobial), 
Tetracycline (antibiotic) and other similar therapeutic compounds. 



EXAMPLE 4 - ANALGESIC FILMS WITH POTASSIUM NITRATE 

TDis example shows 5 varlatiare of the film having different solubilities, resulting In different release 
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* w/w 



Polyethylene oxide 23.75 
homopolynee (Polyox* 
HSR-301) 

Bydtoxypcopyl Cell- <B.30 

ulose. N.P. (Xlueel* 

HP) 

Hydroxyptopyl Cell- 
ulose, M.P. (Klucel* 



Ethyl Cellulose - «.75 5.00 12.50 12.50 

Polyethylene Glycol 1.90 1.90 2.00 2.00 2.00 



Polyethylene Glycol 
8000 



Propylene Glycol. 
O.S.P. 



« BHT, P.C.C. 0.10 0.10 0.10 0.10 

Potassium Nitrate. S.OO 5.00 5.00 5. 00 

F.C.C. 



EXAMPLE 5 - ANESTHETIC FILMS WITH BENZOCAINE (LAMINATE) 

mple of a two-layer laminate. The processins conditions used were sii 



B 
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Innec nedleated bloadhealve l»vr 

Polyoxyethylene HonopolyBec 57.00 
(Polyox* WSR-301) 

Hydtoxypcopyl Cellulose. N.F. 28.40 
(Klucel* MP) 

Polyethylene (AC-SA) 4,75 

Propylene Glycol. U.S. P. 2.95 

Polyethylene Glycol 400 1.90 

BHT. F.C.C. 0,10 

Benzocalne, U.S. P. 5.00 
100.00 

Outer proteetive/barrlec layer 

Hydtoxyptopyl Cellulose 78.00 
(Klucel* HF) 

Ethyl cellulose 20.00 

Polyethylene Glycol 400 2.00 
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)L AND DYCLONINE HO 



Polyethylene oxide homo- 59.10 S4.00 59.70 58.20 
polymer (Polyox* IISB-301) 

Hydtoxypcopyl Cellulose 29.45 26.91 29.75 29.00 
(Klucel RF) 

Ethyl Cellulose 4.93 «.50 4.98 4.85 



Propylene Glycol, W.S.P. 2.96 2.70 2.99 2.91 

Polyethylene Glycol 400 1.97 1.8O 1.99 1.94 

BHT, F.C.C. 0.09 0.09 0.09 0.10 

Phenol. U.S. P. i.so _ . _ 



Dyelonlne BCl 

18 for the 



0.50 3.00 

rs were blended in PH< 



EXAMPLE 7 - SILVER SULFADIAZENE FILMS - ANTIMICROBIAL 

Three diflerent single-layered bioadhesive fllms containing 1.0% 0.5% and 0.5% respectively of silver 
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Polyethylene oxide hoBopolymec 

(Polyox* wSR-301) 

Hydtoxypcopyl Cellulose 
(Klucel* HF) 

Polyethylene (AC-6A) 

Propylene Glycol. U.S. P. 

Polyethylene Glycol 400 

BHT. F.C.C. 

Silver Sulfadlaslne 
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9. The extruded multi-layer flln. of Claim t in the form of a triple layered laminate containing sodium 
fluoride for anScaries protection having the following composition: 
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Outer 

» w/w Protective 

Bioadheslve Eeservolr Henbcane 
Layer tayer Layer 



Caprylie/Caprie 
Triglyceride 



Sodium Fluoride 



Polyethylene oxide co.O 
hoBopolyaer (KM 3.000.000 
niainuB) 

Bydroxypropyl Cellulose 30.0 
(HH 1,000.000) 

Polyethylene (Low Density) s.O 

Propylene Glycol, U.S. P. 3.0 



Ethyl Cellulose 
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1. Rim mince extrucU mono- ou multicouclie phamiacButiquement acceptable oonteflant un mddicament 
I liMratlon contrSlte pouvant adherer sur une surface de muqueuse humlde, comprenant une couche 
bioadhdsive de matrice de polymire gonflable ou soluble dans I'eau qui peut adMrer sur une surface 
de muqueuse humide et cetle couche bloadhMve est constitute essentisllement de 22.4-8a3 % 
d'hydroxypropylcellulose ayant un poids molficuiairB sup^rleur iilOO 000, de 23.75-60% en poids d'un 
homopolymSre d'oxyde d'Sthylftne ayant un poids mol^culaire sup«rieur i 100 000, 0-12,5 % en poids 
d'un polymSre insoluble dans I'eau choisi parmi Mlhylcellulose. la propylcellulose. la carboxym^thyicel- 
lulose exempte d'acide. le polySHiyfene et le polypropylene, et 2,85-5 % d'un plastlfiant. ledit film 

IS 
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du medicament et 

kmpss gtnu Is patient quand il est plac6 et 
3. Film extrudi de la revandicallpn 2 ayant une ^palsseur no 



d'Ahyene a un polda moMculaire de 3 000 000 i 
5. Rm extnxK de la revendlcatian 



i^rleure k 0,2S mlinm^. 

le ijioaiMslve I'homopolymftre d'axyde 



essantlelleinent d'une matrlce polymers contenant & 
I'eau et un polymftre non soluble dans reau choii 
poly«thyl»ne et le polypropyBne, et aussi de 



faullletie multicouche, qui contient aussi en plus de 



a i^servoir est consStuSe 
gonflalile ou soluble dans 
»l I'ethylcellulose. la propylcellulose, le 



dans I'eau choisi dan 
polypropylftne.Btd'um 



ce polymSre composie en proportion mi 



la revendicatian 1 sous lenne d'un lamlfli i tri 



OxydB de Poly«thyl6no h 



Poly«thyfene (basse density) 
Propylfeneglycol. U.aP. 
Poly^thyl^neglycol (PM 400) 



